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DETAILED ACTION 

Upon further consideration, the finality of the previous Office action is withdrawn and 
prosecution on the merits continues. The amendment filed 9/18/2007 has been entered. 

Claims 75-84 and 86-98 have been canceled. Claims 100 and 101 are added. 
Claims 1-74, 85, and 99-101 are pending. 

In an interview on 12/18/2007, and in view of claim amendments to claims 34-65, 
applicants' representative Janae Lehman Bell elected the species of cell line A549, consistent 
with a previously stated restriction requirement. Therefore, claims 35-65, and 69-74 (as 
previously indicated) drawn to non-elected claims by species election, are withdrawn from 
consideration. 

Claims 1-4, 34, 66-68, 85 and 99-101 are examined on the merits. Claims 67 and 68 
were examined to the extent that they read on A549 cells. 

Claim Objections/Rejections Withdrawn: 

The rejection of claim 99 under 35 U.S. C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The rejection of claims 34-65 and 68-74 under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not set forth in the specification in such a way as to enable 
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one skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention is withdrawn in view of the amendments to the claims. 

The rejection of claims 1,3,4, 66, 85 and 99 under 35 U.S.C. 1 12, first paragraph, 
because the specification, while being enabling for compositions comprising attenuated tumor 
cells, where the cells comprise an a(l,3) galactosyltransferase encoding sequence, and where the 
cells express an agal epitope on the cell surface, where the intended use of the claimed 
compositions is that of inducing an immune response to the agal epitope, does not reasonably 
provide enablement for compositions having an intended use as vaccines, or comprising "vaccine 
tumor cells" is withdrawn in view of the amendment and also upon further consideration. 

The rejection of claim 85 under 35 U.S.C. 102(b) as being anticipated by Link, Jr. (Link, 
Jr. et al, US 5,869,035; issued Feb. 9, 1999) is withdrawn in view of the amendment to the 
claim. 

The rejection of claims 1-3, 67 and 85 under 35 USC 103(a) over Galili in view of Link, 
Jr. or Yoshimura is withdrawn. 

The rejection of claims 1-4 and 85 under 35 USC 103(a) over Galili in view of Link, Jr. 
or Yoshimura and further in view of ATCC is withdrawn. 

The rejection of claims 1 and 66 under 35 USC 103(a) over Galili in view of Link, Jr. or 
Yoshimura and further in view of Berd is withdrawn. 



Application/Control Number: 10/682,178 
Art Unit: 1643 



Page 4 



New Grounds of Rejection and Claim Rejections Maintained: 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 2 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 2 is indefinite because it recites "cells encoding an a(l,3) galactosyltransferase 
protein". Cells do not encode proteins. This rejection would be overcome by amending the 
claim to recite "cells comprising a nucleic acid sequence encoding an a(l,3) 
galactosyltransferase protein". 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3 . Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-4, 34, 67, 85, and 99 are rejected under 35 U.S.C. 103(a) as being obvious 
over LaTemple-II (LaTetnple-II, D. C. et al, Cancer Research, 56: 3069-3074, 1996; cited in 
the IDS; referred to as LaTemple-II to distinguish from LaTemple published in 1999, cited 
in a previous Office action) in view of Link, Jr. (Link, Jr., et al., US 7,005,126 Bl; issued 
Feb. 28, 2006; effective fding date June 8, 1999) and further in view of ATCC (ATCC Cell 
Lines and Hybridomas, 8 th edition, 1994, page 100; of record). 

Claims 1-3 are broadly drawn to compositions comprising cells derived from tumor cell 
lines, where the cells comprising an a(l,3) galactosyltransferase encoding sequence, and where 
the cells are attenuated by irradiation. Claims 4, 67 and 99 specify that the cell line is A549 
cells. Claim 34 specifies that the cell line is A549, and that the a(l,3) galactosyltransferase 
encoding sequence is that of SEQ ID NO: 1 . Claim 85 is a product-by-process claim where the 
cells are from human tumor cells lines, transformed with an a(l,3) galactosyltransferase 
encoding sequence and attenuated by irradiation. 
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LaTemple-II teaches a method of using melanoma cells lines undergoing stable 
transfection with a-l,3GT cDNA as vaccinating cell lines, where the stably transfected cell lines 
are an alternative to autologous tumor cells or cell membranes treated with neuraminidase, 
recombinant a-l,3GT and UDP-Gal (see page 3073, 1 st column, last paragraph) and lethal 
irradiation. Thus, LaTemple-II provides the concept of irradiated tumor cell lines to transfected 
with an a-l,3GT encoding polynucleotide sequence, and its use as a tumor therapeutic 
composition. 

Included within the scope of the claims are cells that have been transfected with a 
specific nucleic acid, a retroviral vector of SEQ ID NO: 1, or pLNCKG retroviral vector. A 
comparison of the instant specification with the teachings of Link, Jr. indicate that Link, Jr.'s 
retroviral vector may be the same as that of SEQ ID NO: 1, because at column 18, lines 7-29, 
Link, Jr. teaches that a truncated version of the murine a-l,3GT enzyme was cloned into the 
LNCX retroviral vector backbone. In the instant specification, the pLNCKG retroviral vector is 
produced by cloning into pLNCX a 1077 bp fragment of murine a-l,3GT gene (page 35). 

The combination of LaTemple-II with Link, Jr. fails to teach a vaccine tumor cell 
composition of claims where the cells are from A549 cells or are lung tumor cell lines. 
However, A549 cells are known in the art and are commercially available as evidenced by the 
1994 ATCC catalog on page 100. Therefore, it would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made to have used A549 cells in the 
methods of Link, Jr. to make a pharmaceutical composition for inhibiting tumor growth, where 
the A549 cells have been transformed with an a-(l,3) galactosyltransferase encoding sequence to 
make cells that have a-gal epitopes as taught by LaTemple-II, because LaTemple-II suggests 
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transforming tumor cell lines and because Link, Jr. 
line, the A375 cell line. 
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demonstrates the method with a tumor cell 



Claims 1-4, 34, 66, 67, 85, and 99 are rejected under 35 U.S.C. 103(a) as being 
obvious over LaTemple-II (LaTemple-II, D. C. et al, Cancer Research, 56: 3069-3074, 
1996; cited in the IDS) in view of Link, Jr. (Link, Jr., et al., US 7,005,126 Bl; issued Feb. 
28, 2006; effective fding date June 8, 1999), in view of ATCC (ATCC Cell Lines and 
Hybridomas, 8 th edition, 1994, page 100; of record), and further in view of Berd (US 
6,333,028; issued Dec. 25, 2001; effective fding Aug. 14, 1998; of record). 

Encompassed by the claims are compositions of cells further comprising an adjuvant 
(claim 66, in particular). 

The combination of LaTemple-II, and Link, Jr. and ATCC teach the composition of 
claims as set forth above. The combination fails to teach a composition of claim 1 in 
combination with an adjuvant. However, the use of adjuvants in vaccines comprising attenuated 
or killed cells is known in the art as evidenced by the teachings of Berd. Berd teaches the use of 
adjuvants in hapten modified tumor cells, where the adjuvants are BCG, QS-21 or IL-12, for 
example (see column 8, lines 40-51). Therefore, it would have been prima facie obvious to one 
of ordinary skill in the art to have modified the compositions that are taught by the combination 
of LaTemple-II, Link, Jr. and ATCC, because the use of adjuvants for tumor cell-based vaccines 
in known in the art, and because adjuvants are known in the art to increase an immune response 
to components of vaccine compositions. 
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Claims 1-4, 34, 67, 85, and 99-101 are rejected under 35 U.S.C. 103(a) as being 
obvious over LaTemple-II (LaTemple-II, D. C. et al, Cancer Research, 56: 3069-3074, 
1996; cited in the IDS; referred to as LaTemple-II to distinguish from LaTemple published 
in 1999, cited in a previous Office action) in view of Link, Jr. (Link, Jr., et al., US 7,005,126 
Bl; issued Feb. 28, 2006; effective fding date June 8, 1999), in view of ATCC (ATCC Cell 
Lines and Hybridomas, 8 th edition, 1994, page 100; of record), and further in view of 
Pardoll (US 6,187,306; Feb. 13, 2001; effective filing date of Aug. 16, 1996). 

Included within the scope of the claims are compositions comprising cell from more than 
cell line (claims 100 and 101, especially). 

The combination of LaTemple-II, and Link, Jr. and ATCC teach the composition of 
claims as set forth above. The combination fails to teach a composition where there is a 
multiplicity of cell lines in the composition. However, the use of more than one cell line in a 
tumor vaccine is known in the art as evidenced by the teachings of Pardoll (see column 11, 
lines40-49), which teaches that a cell vaccine comprising a multiplicity of cell lines is a preferred 
composition. Therefore, it would have been prima facie obvious to one of ordinary skill in the 
art at the time the invention was made to have used a combination of at least two cell lines to 
make a composition for use in the treatment of cancer via the induction of an immune response. 
One would have been motivated by a desire to increase the chance that the cells in the vaccine 
contained tumor antigens that were in common with the tumor in the individual to be treated. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
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improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 



Claims 1-5, 66, 67, 68, 85 and 99-101 are/remain provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-14 of 
copending Application No. 1 1/013,685. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the claims of application no. 1 1/013,685 are 
drawn to a sub-genus of compositions encompassed by the claims of the instant application. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Applicants' remarks are noted with respect to the possibility of filing a terminal 
disclaimer should allowable subject matter be identified. 



No claim is allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anne Holleran, whose telephone number is (571) 272-0833. The 
examiner can normally be reached on Monday through Friday from 9:30 am to 5:00 pm. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Larry 
Helms, can be reached on (571) 272-0832. Any inquiry of a general nature or relating to the 
status of this application or proceeding should be directed to the Group receptionist whose 
telephone number is (571) 272-1600. 

Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. The faxing of such papers must conform to the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The Official Fax number for Group 1600 is (571) 
273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair -direct.usp^ Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll free). 

Anne L. Holleran 
Patent Examiner 
April 25, 2008 

/Larry R. Helms/ 

Supervisory Patent Examiner, Art Unit 1643 



